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Serial No. 09/164568 -2- 
Art Unit 1644 

DETAILED ACTION 

1 Applicant's election without traverse of Group II in Paper No. 8 is acknowledged. 

antagonists will be examined in the instant application. 

Claims 54-63, as the, read on 'autoantigen expressing cells" are being acted upon as the elected 
invention. 

Claims 1-53 have been canceled previously, 
^examination purposes, itis noted ,ha, g p39is,hesameas,heCD40,i g and,CD40L,CD154. 

3. No information Disclosure Statement has been filed with the instant application. 

4. Formal drawings have been submitted which comply with 37 CFR 1 .84. 

5 The applicationisreguiredtobe reviewed and al, spelling, TRADEMARKS, and l,e errors corrected. 

accompanied by the genenc terminology «£*£^* to respected and every effort made to 

Appropriate corrections are required 
6. The following is a quotation of the ™f»**^^J^ and of the manner and 

process of making and usin it, m suclv ul , clear, con ^ make and 

^^^^ 

invention. 

■ *a Hor <« ii 112 first paragraph, as containing subject matter which 



immune 
noted 
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,„*, and animal .ode, studies have « 
Since the therapeutic indices of immu» 

drugs can be species- and model-dependent, it is not «a mat h Qf 

o, inhibiting certain in vitro or in ^J^^J^S^^^*^ 

autoimmune diseases ^P^^SKufc strategies to inhibit autoimmune 

Pharmaceutic^^ 
reasons; (1) the protein may be CS^f the protein; (2) the protein may no. 

immunological motivation or cross the mucosa or the protein may be 

USPQ2d 1334 (PTO Bd. Pat App. & Inter. 1992). 

Bach (TIPS, 14:213-216, «e« 
autoimmune diseases with antibodies directed indicates that autoimmune 

was established, no effect on the disease ad. 

SEE cS^oS:^^ 

, m c imv 141 155 1994) teaches that the secondary response was not readily 
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, i . /ThwmH R- 267 273 1996) discloses obsen/ations on a model to determine the role of 

observations by stating that it is ^'"^X^ ) Moreover, inhibition of humoral 
disease with an intact immune system (page 272, col m n i parag p , ^ (o 

responses achieved >i^^ b ^ ^ ^ ^ >" <* ^ 7 ??, 

lead to immune compromise. 

Discussion, particularly the last two paragraphs), 
methods. 

n o i Mea c/in/9i/qq- 11/2/99) have indicated the halting of ongoing clinical trials, 
^.S&a. which is the humanized CD40L-s P ec,f,c antibody. 

* « m inpr Pharmaceuticals Inc (4/20/00) indicates that treating SLE with 
Further a Press Release from IDEC Pharmace ut cais mc I ; where g 

time. 

at the same time as initial stomulus or m ^^^^l be affected, such observations still 
cellular immunity. Even though subseque t ti or stim)lus and 

rely upon inhibiting activation of T c* ; a he , ««« ™ s » antigen 9 ex penenced 

not upon experiencing an ongoing es pons es wherarr econa *y P , anti-CD40L 

priming has occurred. 
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CD40-CD40ligand antagonists appea^ 
and set forth herein. 

apparent that peptide- or antigen-specific T is feasible in the prevention or 

autoimmunity, can be effective. However it is ^£*XtelS* diabe tes or arthritis, in which 
treatment of spontaneous autoimmune disease such " be imolved h the disease 

the target autoantigens are not known ^^^TJ^ to treat an ongoing 

intervention a major hurdle even for known autoimmune conditions. 

CD40L-specific antibodies. 

a written description rejection. 

The specification broadly describes and the claims recite as partofthe invention the foliowing: 
"An autoantigen expressing cell(s)". 
of the -autoantigen" in order to express in an antgen presenting cell. 
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she] invented what is claimed." (See Vas^ath at page 1116.). 

isolation. Adequate written descnption '^^^X^^ the autoa "* n > 
andreterencetoapo^ 

,s requ,red. See EbdulBmA 25 UbKMJ what one has not concaved. See 

»£» Q 2di™ 

Stable *» t° lack of written description for the broad class, 
presenting cells". 

to be involved in the disease process. 

"ten descnption provision of 35 USC 112, first paragraph. 

Applicant is reminded that Ml makes clear that the written description provision of 35 USC 112 
is severable from its enablement provision. (See page 1115.). 

Applicants are directed to the Revved 
Under the 35 U.S.C. 112, K 1 "Written Description Requirement, Federal Kegisier, 
71427-71440, Tuesday December 21, 1999. 
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9 Claim 57 is rejected under 35 U.S.C. § 1 12, second paragraph, as being indefinite failing to 
paSriy point out and distinctly claim the subject matter which applicant regards as the ,nvent.on. 

Claim 57 is indefinite in the recitation of "professional" antigen presenting cell. While it is acknowledged 
that p ge 9 paragraph 3 of the instant specification discloses that "professional" antigen presenting cells 
mav be '^onocvtes dendritic cells or Langerhans's cells; the metes and bounds of such "professional 
^jSmM^. It is unclear what differs a professional APC from an APC, prov.ded 

te the particu.ar ce.l types, disc.osed in the specification as f.led. 

Applicant should specifically point out the support for any amendments made to the disclosure. 
See MPEP 714.02 and 2163.06 

10. No claim allowed. 

1 1 Any inquiry concerning this communication or earlier communications from the examiner should be 
Erected o Phi Gambel whose telephone number is (703) 308-3997. The examiner can normally be 
Sd Mon y throu Thursday from 7:30 am to 6:00 pm. A message may be left on the examiners 
Se ma» sS If attempts to reach the examiner by telephone are unsuccessful, the examiners 
u ervist Cte in Chan an be reached on (703) 308-3973. Any inquiry ol a ge neral nature i or re atmg 
to Eatus of this application should be directed to the Technology Center 1600 recepdonist whose 
telephone number is (703) 308-0196. 

Papers related to this application may be submitted to Technology Center 1 600 by facsimile 
transmte on Papers shou be faxed to Technology Center 1600 via the PTO Fax Center locate n 
CrystTMalM . The faxing of such papers must conform with the notice published ,n the Offical Gazette, 
1096 OG 30 (November 



Phillip Gambel, Ph.D. 
Primary Examiner 
Technology Center 1600 
September 25, 2000 



